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(57) ABSTRACT 

A number of improvements relating to methods and appa 
ratuses for kidney dialysis are disclosed. These include 
checking of dialysate bypass status using ?ow measurement; 
using a ?ow sensor to con?rm the absence of ultra?ltration 
during bypass; automatic testing of ultra?ltration function 
by removal of a discrete volume from a portion of the 
dialysate ?ow path coupled with a pressure test of that part 
of the ?ow path; using a touch screen user interface; bar 
graph pro?le programming of ultra?ltration, sodium, and 
bicarbonate parameters; using a RAM card to upload treat 
ment instructions to, and to download treatment data from, 
the machine; automatic setting of proportioning mode 
(acetate or bicarbonate) based on connections of concentrate 
lines; predicting dialysate conductivity values based on 
brand and formulation of concentrates; minimizing no-?ow 
dead time between dialysate pulses; initiating operation in a 
timed mode from a machine power-off condition; preserving 
machine mode during machine power-fail condition; cali 
bration scheduling and reminding; automatic level adjust 
ing; and blood leak ?ow rate detecting. 

25 Claims, 11 Drawing Sheets 
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METHOD AND APPARATUS FOR KIDNEY 
DIALYSIS 

This application is a continuation of application 09/067, 
922, ?led on Apr. 28, 1998, noW abandoned, Which is a 
continuation of application 08/479,688, ?led on Jun. 7, 
1995, noW patent 5,744,027, Which is a divisional of appli 
cation 08/122,047, ?led on Sep. 14, 1993, noW patent 
5,486,286, Which is a divisional of application 07/688,174, 
?led on Apr. 19, 1991, noW patent 5,247,434. 

FIELD OF THE INVENTION 

The present invention relates to improvements in kidney 
dialysis machines. 

BACKGROUND OF THE INVENTION 

Kidney dialysis machines are Well knoWn in the art and 
are illustrated, for example, in US. Pat. Nos. 3,598,727, 
4,172,033, 4,267,040, and 4,769,134. 

While machines according to the prior art provide a 
number of advantageous features, they nonetheless have 
certain limitations. The present invention seeks to overcome 
certain drawbacks of the prior art and to provide neW 
features not heretofore available. 

Adiscussion of the features and advantages of the present 
invention is deferred to the folloWing detailed description, 
Which proceeds With reference to the accompanying draW 
mgs. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIGS. 1A and 1B are a schematic hydraulic diagram of a 
preferred embodiment of a kidney dialysis machine accord 
ing to the present invention. 

FIG. 2 is a schematic diagram shoWing ?oW path loca 
tions and components of a pre-dialyZer ?oW sensor and a 
post-dialyZer, ?oW sensor according to the present inven 
tion. 

FIGS. 3A and 3B are isometric and schematic diagrams, 
respectively, of a concentrate-line proximity sensor com 
prising a portion of the automatic proportioning mode 
setting feature of the present invention. 

FIG. 4 is a schematic diagram shoWing the interconnec 
tion of input and output pressure equalizers into the hydrau 
lic ?oW path of the present invention. 

FIG. 5 is a schematic diagram of the automated rip 
chamber level adjusters of the present invention. 

FIG. 6 is a schematic diagram of a preferred embodiment 
of a means for increasing dialysate ?oW velocity through the 
dialyZer Without increasing the dialysate ?oW rate. 

FIG. 7 shoWs a block diagram of a computer system used 
in the preferred embodiment. 

FIG. 8 shoWs a touch screen display used in the preferred 
embodiment. 

FIG. 9 shoWs the touch screen of FIG. 8 With a calculator 
WindoW for data entry. 

FIG. 10 shoWs a pro?le entry screen used in the preferred 
embodiment. 

FIG. 11 shoWs a programming screen used in the pre 
ferred embodiment. 

DETAILED DESCRIPTION 

Hydraulic Circuit 

A hydraulic circuit 10 representing a preferred embodi 
ment of an improved hemodialysis machine according to the 
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2 
present invention is illustrated in FIGS. 1A and 1B. The 
hydraulic circuit 10 is comprised of the folloWing principal 
components: an incoming Water pressure regulator 12, a 
Water on/off valve 14, a heat exchanger 16, a heater 18, a 
safety thermostat 20, an “A” concentrate pump 22, a supply 
valve 24, an air gap chamber 26, an “A” rinse ?tting 28, a 
“B” rinse ?tting 30, a deaeration sprayer 32, an air removal 
pump 34, a vented air trap 36, an “A” conductivity probe 38, 
a “B” concentrate pump 40, a supply pump 42, a “B” mix 
chamber 44, a “B” conductivity probe 46, a dialysate ?lter 
48, a supply regulator 50, an input pressure equaliZer 52, a 
How equaliZer 54, an output pressure equaliZer 56, end-of 
stroke sensors 59, a dialysate conductivity probe 60, a 
pre-dialyZer ?oW sensor 62, a dialysate pressure transducer 
64, a bypass valve 66, a dialysate sample port 68, a post 
dialyZer ?oW sensor 70, a dialysate pressure pump 72, a UF 
removal regulator 74, a UF ?oW meter 76, a blood-leak 
detector 78, and a rinse valve 80. The forementioned com 
ponents are interconnected as shoWn in FIGS. 1A and 1B. 

The incoming Water pressure regulator 12 is coupled to a 
pressuriZed Water source 82 and reduces and stabiliZes the 
Water supply pressure to a level of about 20 psig. 

The Water on/off valve 14 opens When machine poWer is 
on, thereby alloWing Water to How from the source 82 into 
the hydraulic circuit 10. When the machine poWer is off, the 
Water on/off valve 14 is closed. 

The heat exchanger 16 transfers heat from “spent” or 
effluent dialysate, passing through conduit 84, to the cooler 
incoming Water passing through conduit 86 as these tWo 
liquids pass countercurrently through separate but adjacent 
compartments in the heat exchanger 16. In this Way, the 
incoming Water is Warmed, Which reduces the amount of 
heat energy that must be supplied to the Water by the heater 
18. 

The heater 18 further Warms the incoming Water to a 
suitable temperature for hemodialysis, Which is about 38° C. 
A typical heater 18 is a resistance type knoWn in the art, 
rated at about 1500 Watts. The heater 18 includes a doWn 
stream thermistor 20 or analogous temperature-sensing 
device. A thermistor as knoWn in the art is essentially a 
temperature-sensitive resistor Which experiences a change in 
electrical resistance that is inversely proportional to a cor 
responding change in temperature. The thermistor 20 is 
coupled to the machine’s microprocessor (not shoWn in FIG. 
1A) Which utiliZes signals from the thermistor for turning 
the heater 18 on and off as required to maintain the Water 
temperature at the proper level. 
The “A” concentrate pump 22 propels either “acid” or 

“acetate” concentrate as knoWn in the art from a container 
thereof 88 into the air gap chamber 26. The “A” concentrate 
pump 22 is a ?xed-volume cam-driven pump. A stepper 
motor 90 calibratable to rotate a precise number of rotations 
per minute is preferably used to drive the concentrate-pump 
22. The stepper motor includes a shaft (not shoWn) to Which 
is mount a cam (not shoWn) Which engages a ?exible 
diaphragm 92, thereby delivering a knoWn volume of “A” 
concentrate per each rotation of the cam. An optical sensor 
(not shoWn) on the cam monitors the angular rotation of the 
cam for processing by the microprocessor (not shoWn). The 
microprocessor, using information pertaining to dialysate 
?oW rate and concentrate parameters entered by the machine 
operator using a touch screen (described in detail 
hereinbeloW), calculates the amount of concentrate neces 
sary to achieve a correct ratio of Water and “A” concentrate 
for hemodialysis therapy. The microprocessor thereby 
adjusts the angular velocity of the stepper motor shaft. 
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An “A” concentrate line 94 is used to deliver “A” con 
centrate from the supply 88 thereof to the “A” concentrate 
pump 22. When rinsing the machine, the “A” concentrate 
line 94 is coupled to the “A” rinse ?tting 28 Which serves as 
a source of rinse Water for the “A” concentrate line. 

When disinfecting the machine, the “A” concentrate line 
94 is coupled to a disinfect ?tting 96 Which enables the “A” 
concentrate pump 22 to deliver a chemical disinfectant to the 
“A” concentrate line 94. 

Heated Water enters the air gap chamber 26 through the 
supply valve 24. The supply valve 24 is actuated by a lever 
98. The lever 98 is coupled to a ?oat 100 inside the air trap 
36. Thus, the ?oat 100 controls Water ?oW into the hydraulic 
circuit 10 by opening the supply valve 24 When the Water 
level supporting the ?oat drops and by closing the supply 
valve 24 When the Water level in the air trap 36 rises. 

The air gap 102 in the chamber 26 is at atmospheric 
pressure. The air gap 102 helps prevent incoming Water from 
?oWing backWard (upstream) in the event of a pressure drop 
in the Water supply 82. 
A proXimity sensor (not shoWn in FIG. 1A but described 

in further detail hereinbeloW) is built into the rinse ?tting 28. 
The proXimity sensor senses When the “A” concentrate line 
94 is coupled to the “A” rinse ?tting 28 and When it is not, 
thereby serving as an important safety interlock feature 
Which prevents unsafe operation of the machine. 

The “B” rinse ?tting 30 supplies Water for rinsing the “B” 
concentrate line 104. During rinse, the “B” concentrate line 
104 is coupled to the “B” rinse ?tting 30. During acetate 
dialysis, the “B” concentrate line 104 is also coupled to the 
“B” rinse ?tting 30 for recirculation of acetate dialysate 
solution therethrough. 

The “B” rinse ?tting 30 is also provided With a proXimity 
sensor (not shoWn in FIG. 1A but described in further detail 
hereinbeloW) similar to that provided With the “A” rinse 
?tting 28. 

The hydraulic circuit includes components operable to 
remove dissolved gases from the liquid passing there 
through. OtherWise, if the liquid Were not deaerated, dis 
solved gases therein could adversely affect the course of a 
dialysis treatment, including the accuracy at Which the 
machine performs ultra?ltration of the patient. To facilitate 
deaeration, liquid ?oWs through the air-removal sprayer 32 
at a rate of about 1500 mL/min at a subatmospheric pressure 
(about 500 mmHg). The reduced; pressure is attained by 
aspirating the liquid via the air-removal pump 34 through a 
?oW restrictor 106 upstream of the air-removal sprayer 32. 
The air-removal sprayer 32 breaks the liquid into small 
droplets as it is subjected to the subatmospheric pressure, 
Which favors the formation of air bubbles. 

The air trap 36 vents air bubbles liberated from he liquid 
by the deaeration sprayer 32 through a vent opening 108 
open to the atmosphere. The air trap also contains the ?oat 
100 discussed hereinabove. 

The “A” conductivity probe 38 measures the electrical 
conductivity of the mixture of Water and “A” concentrate. 
Conductivity is an accurate Way to ascertain Whether the 
“A” concentrate solution has been correctly positioned. The 
conductivity measured at the “A” conductivity probe 38 can 
vary depending upon the ionic strength and electrolytic 
pro?le of the “A” concentrate. Since conductivity Will be 
affected by temperature, the “A” conductivity probe 38 is 
also provided With a thermistor 110. The thermistor 110 is 
coupled to the microprocessor (not shoWn) Which performs 
the necessary temperature compensation. 

The “B” concentrate pump 40 delivers bicarbonate con 
centrate from a supply thereof 112 and is operable only 
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4 
during bicarbonate dialysis therapy. The “B” concentrate 
pump 40 is a ?Xed-volume cam-driven pump similar to the 
“A” concentrate pump 22. The “B” concentrate pump 40 is 
driven by a stepper motor 114. As With the “A” concentrate 
pump, the angular velocity of the stepper motor shaft is 
monitored by an optical sensor. The optical sensor is con 
nected to the machine’s microprocessor Which calculates the 
amount of “B” concentrate necessary to achieve a correct 
dialysate composition for safe hemodialysis therapy and 
correspondingly controls the angular velocity of the cam. 
The “B” concentrate pump 40 Will automatically compen 
sate for changes in dialysate ?oW rate in the event that said 
?oW rate is changed during a dialysis treatment by increas 
ing or decreasing the pump rate. 

FIG. 1B also shoWs an optional third concentrate supply 
116, a third ?Xed-volume cam-driven concentrate pump 118 
operable in the same manner as the “A” and “B” concentrate 
pumps 22, 40, a corresponding miXing chamber 120 and 
conductivity probe 122. 
The “B” miX chamber 44 provides thorough miXing of the 

“B” concentrate With the proportioned miXture of “A” 
concentrate and Water to form dialysate before the dialysate 
enters the “B” conductivity probe 46. 
The “B” conductivity probe 46 monitors dialysate con 

ductivity. Electronic circuitry (not shoWn) coupled to the 
“B” conductivity probe 46 subtracts the conductivity mea 
sured at the “A” conductivity probe 38 from the conductivity 
measured at the “B” conductivity probe 46. During acetate 
dialysis, the difference in these conductivity readings should 
be Zero. Since conductivity measurements are affected by 
temperature, a thermistor 124 is included With the “B” 
conductivity probe 46 to provide temperature compensation 
of the “B” conductivity reading. The thermistor 124 also 
comprises a portion of a redundant high temperature alarm 
subsystem. 

Before describing the hydraulic circuit any further, it is 
appropriate to brie?y describe the ?oW equaliZer 54. The 
?oW equaliZer 54 comprises a ?rst chamber, 126 and a 
second chamber 128 of substantially equal volume. Each 
chamber 126, 128 is comprised of tWo compartments, one 
termed a “pre-dialyZer” or “pre” compartment 130, 132 and 
the other a “post-dialyZer” or “post” compartment 134, 136. 
Each pair of opposing “pre” and “post” chambers is sepa 
rated by a ?exible diaphragm 138, 140. Solenoid-actuated 
valves 142—149 control the ?lling and emptying of each 
compartment. In general, each compartment 130, 132, 134, 
136 is completely ?lled before its contents are discharged. 
Also, the “pre” compartments 130, 132 are alternately ?lled 
and discharged and the “post” compartments 134, 136 are 
alternately ?lled and discharged. Also, ?lling a “pre” com 
partment 130, 132 causes a corresponding discharge of an 
opposing “post” compartment 134, 136, respectively. The 
“pre” compartments 130, 132 alternately ?ll from the supply 
pump 42 and alternately discharge to the dialyZer. The 
“post” compartments 134, 136 alternately ?ll With “spent” 
dialysate returning from the dialyZer and discharge the spent 
dialysate to a drain line 150. For eXample, dialysate from the 
supply pump 42 enters the “pre” compartment 132, thereby 
displacing the diaphragm 140 in FIG. 1B to the right, 
causing the “post” compartment 136 to empty. 
Simultaneously, “post” compartment 134 ?lls While “pre” 
compartment 130 empties. 
The ?oW equaliZer 54 operates via a four-phase cycle. In 

the ?rst phase, valves 142, 145, 147, and 148 are on, thereby 
?lling the “pre” compartment 130 With fresh dialysate and 
displacing the diaphragm 138 to the right in FIG. 1B. Such 
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displacement of the diaphragm 138 expels “spent” dialysate 
contained in the “post” compartment 134, Which has a 
volume equal to the volume in the “pre” compartment 130, 
to pass to the drain line 150. At the same time, ef?uent 
dialysate from the dialyZer enters the “post” compartment 
136, thereby forcing the diaphragm 140 to be displaced to 
the left in FIG. IE to expel an equal volume of fresh 
dialysate from the “pre” compartment 132 to the dialyZer. In 
the second phase, all the solenoid valves 142—149 turn off 
for a short period of time (about 125 msec). This brief 
shut-off eliminates adverse affects on ultra?ltration accuracy 
that Would otherWise result if at least tWo of said valves Were 
open at the same time. In the third phase, solenoid valves 
143, 144, 146, and 149 are energiZed, causing the “post” 
compartment 134 to ?ll With effluent dialysate from the 
dialyZer, thereby expelling fresh dialysate from “pre” com 
partment 130 to the dialyZer. Also, the “pre” compartment 
132 simultaneously ?lls With fresh dialysate from the supply 
pump 42, thereby expelling effluent dialysate from the 
remaining “post” compartment 136 to the drain line 150. In 
the fourth phase, all the solenoid valves 142—149 are again 
turned off for about 125 msec. 

Since the volumes of opposing “pre” and “post” compart 
ments 130, 134 and 132, 136 are equal, the How equaliZer 54 
volumetrically balances the How of dialysate to and from the 
dialyZer. A further bene?t of such volumetric equality is that 
dialysate How to the dialyZer can be accurately measured 
over a Wide range of How rates. 

The supply pump 42 has tWo functions: (a) to supply an 
adequate dialysate ?oW volume and pressure to ?ll the How 
equaliZer compartments With dialysate, and (b) to create a 
How of dialysate through a loop 152 comprised of the 
dialysate ?lter 48, the supply regulator 50, the “B” mix 
chamber 44, and the “B” conductivity probe. 

The supply pump 42 delivers dialysate at a maximum 
regulated pressure of 12.5 psig and at a How rate approxi 
mately 50 mL/min higher than the dialysate ?oW rate set by 
the operator using the touch screen. 

The dialysate ?lter 48 is used to occlude doWnstream 
passage of particulate foreign material into the How equal 
iZer 54. The supply regulator 50 is adjusted to an output 
pressure of approximately 16 psig. Whenever the “pre” and 
“post” compartments of the How equaliZer 54 reach the end 
of a ?ll cycle during phases 1 or 3, pressure builds up in the 
loop 152. As the pressure increases to about 16 psig, the 
supply regulator 50 opens suf?ciently to pass the dialysate 
output of the supply pump 42 through the loop 152 until the 
next phase 1 or 3. 

The input pressure equaliZer 52 equilibrates hydraulic 
pressures at the inlets 155 of the How equaliZer 54 so that the 
compartments 130, 132, 134, 136 ?ll at the same rate. 
Likewise, the output pressure equaliZer 56 equilibrates 
hydraulic pressures at the outlets 156 of the How equaliZer 
54. The input and output pressure equaliZers are discussed in 
greater detail hereinbeloW. 

The input pressure equaliZer 52 also automatically equili 
brates the pressure of the dialysate ?oWing through the 
doWnstream lines 158, 160 With the pressure of dialysate at 
the How equaliZer inlets 154. Whenever the pressure at the 
How equaliZer inlets 154 exceeds the pressure generated by 
the dialysate pressure pump 72, the input pressure equaliZer 
52 restricts the How of dialysate in lines 158, 160. Such 
equilibration of pressures alloWs both chambers 126, 128 in 
the How equaliZer 54 to be ?lled at identical rates. 

End-of-stroke sensors 162, 164 are provided at the outlets 
156 of the output pressure equaliZer. The end-of-stroke 
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sensors 162, 164 verify When the How equaliZer compart 
ments have reached the end of a ?ll cycle (end of stroke). 
When the compartments are full, the end-of-stroke sensors 
162, 164 send a no-?oW signal to the machine’s 
microprocessor, indicating that the compartments are full. 
The dialysate conductivity probe 60 measures the con 

ductivity of the dialysate before it enters the dialyZer. The 
machine’s microprocessor compares the measured conduc 
tivity With an expected conductivity value (discussed in 
detail hereinbeloW) based upon concentrate formulation 
information entered by the operator using the touch screen. 
If the measured dialysate conductivity is excessively above 
or beloW the expected conductivity value, the machine’s 
microprocessor activates a conductivity alarm. Also, the 
bypass valve 66 is triggered during a conductivity alarm to 
divert dialysate aWay from the dialyZer through conduit 166. 
The dialysate conductivity probe 60 includes a thermistor 

168 Which alloWs temperature compensation of the conduc 
tivity reading. The electronic signal from the thermistor 168 
is also utiliZed to provide a dialysate temperature display on 
the machine’s touch screen as Well as primary high and loW 
temperature alarm limits. The dialysate conductivity as 
measured by the conductivity probe 60 is also displayed on 
the machine’s touch screen. 

The dialysate ?oW sensor 62 includes a self-heating 
variable thermistor as Well as a reference thermistor (not 
shoWn in FIG. 1A but discussed in detail hereinbeloW). The 
dialysate ?oW sensor 62 is used mainly as a bypass monitor. 
Whenever the machine is in bypass, the resulting lack of 
dialysate ?oW past the How sensor 62 serves as a veri?cation 
that the bypass valve 66 is functioning correctly. 
The dialysate pressure transducer 64 senses dialysate 

pressure and converts the pressure reading into an analog 
signal proportional to the dialysate pressure. The analog 
signal is utiliZed by the machine’s microprocessor as the 
basis for a dialysate pressure display on the touch screen, 
pressure alarms, and other dialysate control functions (not 
shoWn in FIG. 1). 
The bypass valve 66 protects the hemodialysis patient in 

the event of a temperature or conductivity alarm by diverting 
dialysate ?oW aWay from the dialyZer. The bypass valve 66 
is a three-Way solenoid valve Which, When triggered, 
occludes the conduit 170 leading to the dialyZer and shunts 
the dialysate ?oW through conduit 166 to a location 172 
doWnstream of the dialyZer. 
The dialysate sample port 68 is an appliance Which alloWs 

the operator to obtain a sample of the dialysate using a 
syringe for independent testing. 
A second dialysate ?oW sensor 70 is located in the 

post-dialyZer (“venous”) line 174. The second ?oW sensor 
70 is constructed similarly to the ?rst ?oW sensor 62 and is 
discussed in detail hereinbeloW. The second ?oW sensor 70 
is utiliZed for checking the accuracy of the machine’s 
ultra?ltration capability. 

The dialysate pressure pump 72 is situated doWnstream of 
the dialyZer. An accompanying recirculation loop compris 
ing lines 158, 160 conducts ef?uent dialysate to the inlet 
pressure equaliZer 52. The recirculation loop 158, 160 
thereby helps equilibrate pressure differences that might 
otherWise be transmitted to the How equaliZer 54 and also 
serves as a source of hydraulic pressure suf?cient to ?ll the 
UF ?oW meter 76 When demanded thereby. 
The dialysate pressure pump 72 circulates dialysate at a 

constant ?oW rate of 1500 mL/min through the recirculation 
loop 158, 160 Without affecting the overall dialysate ?oW 
rate through the hydraulic circuit 10. As a result, the dialy 
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sate pressure pump 72 is usable to adjust pressure differ 
ences across the dialyZer membrane. 
As long as the dialysate pressure pump 72 receives an 

adequate volume of dialysate for pumping, the How dynam 
ics of dialysate through the hydraulic circuit 10 are unaf 
fected. HoWever, should liquid be removed from the recir 
culation loop 158, 160, the dialysate pressure pump Will 
attempt to replace that lost volume by demanding more 
volume from the dialyZer. Since the How equaliZer 54 
maintains volumetric constancy of dialysate passing to and 
from the dialyZer, the only ?uid available to replace any ?uid 
lost from the loop 158, 160 must come from the dialyZer 
itself. Hence, by precisely controlling the amount of liquid 
removed from the recirculation loop 158, 160 (using the UF 
?oW meter 76), the operator can precisely control the 
amount of liquid that must be removed from the hemodi 
alysis patient via the dialyZer. 

Since the dialysate pumped by the dialysate pressure 
pump 72 has a partially restricted ?oW, a suf?cient pressure 
is thereby provided at the input of the UF removal regulator 
74. The UF removal regulator 74 regulates hydraulic pres 
sure at the input 178 of the UF ?oW meter 76. 

The UF ?oW meter 76 is comprised of a chamber 180 
separated into tWo subcompartments 182, 184 via a dia 
phragm 186. Each subcompartment 182, 184 has a corre 
sponding valve 188, 190, respectively, associated thereWith. 
Either subcompartment 182, 184 of the UF ?oW meter 76 
can only ?ll When the corresponding valve 188, 190 is 
opened. Whenever a ?rst subcompartment 182 is ?lling, the 
opposing second compartment 184 is emptying its contents 
to a drain line 192. The rate of UF removal through the UF 
?oW meter 76 is governed by the rate at Which the corre 
sponding valves 188, 190 are alternately opened and closed. 
Whenever liquid leaves the recirculation loop 158, 160 

through the UF ?oW meter 76, correspondingly less liquid is 
recirculated through the recirculation loop 158, 160. This 
causes a corresponding “starvation” at the input 172 of the 
dialysate pressure pump 72 Which generates a corresponding 
decrease in dialysate pressure in the dialyZer. The decreased 
dialysate pressure causes a volume of liquid to be removed 
from the patient that is equal to the volume of liquid 
removed from the recirculation loop 158, 160 via the UF 
?oW meter 76. These volumes Will be equal so long as the 
dialyZer has an ultra?ltration capability suf?cient to remove 
said volume from the patient at the desired rate. 

Effluent dialysate eXpelled from the How equaliZer 54 
passes through and is monitored for the presence of blood by 
the blood-leak detector 78. The blood-leak detector 78, 
discussed in further detail hereinbeloW, comprises a light 
source 194 and a photocell 196 Which monitors light trans 
mitted through the effluent dialysate solution passing there 
through. If blood leaks through the dialyZer membrane from 
the patient into the dialysate, the dialysate passing through 
the blood-leak detector 78 Will absorb a portion of the light 
passing therethrough. The corresponding decrease in the 
amount of light reaching the photocell 196, if the decrease 
is excessive, triggers a blood-leak alarm by the machine. 

Effluent dialysate from the blood-leak detector 78 is 
routed through conduit 84 to the heat exchanger 16, then to 
a drain 198. 

The rinse valve 80 alloWs the UF ?oW meter 76 to remove 
rinse Water from the recirculation loop 158, 160 at a rate of 
about 4 L/h. Such rinsing ensures an adequate ?ushing of the 
recirculation loop 158, 160 and UF ?oW meter 76. HoWever, 
since liquid is removed from the loop 158, 160 at a relatively 
high rate during rinse, the rinse valve 80 also alloWs an 
equivalent volume of liquid to be added back to the loop 
158, 160. 
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User Interface 

In the preferred-embodiment, a touch screen user inter 
face is employed. 

Touch screens are knoWn in the art and are commercially 
available from a number of sources, including Elographics 
West of San Diego, Calif. The use of touch screens in user 
interface applications for medical equipment is also knoWn, 
as shoWn for eXample in US. Pat. Nos. 4,974,599 and 
4,898,578, the disclosures of Which are incorporated herein 
by reference. 

In the prior art, as illustrated by the above-referenced 
patents, touch screens have been used in conjunction With 
computers and CRTs to provide a control panel that can be 
changed under computer control. The means by Which a 
computer, a CRT, and a touch screen can be cooperatively 
operated in this fashion is Well knoWn and does not, per se, 
form a part of this invention. 

FIG. 7 shoWs a block diagram of the computer system 500 
that is used to control the touch screen 501, CRT display 
503, and other components of the apparatus. This computer 
is programmed in the language ‘C’ in a conventional manner 
to accomplish the dialogue and other functions subsequently 
described. 

FIG. 8 shoWs the touch screen display that is usually 
presented to the operator of the system of FIG. 7. As can be 
seen, the primary treatment parameters are displayed. These 
include the heparin pump rate, the dialysate ?oW rate, the 
dialysate conductivity, the dialysate temperature, the elapsed 
treatment time, the total ultra?ltrate removed, the transmem 
brane pressure, and the ultra?ltration rate. Also displayed are 
the patient’s arterial and venous blood pressure (both in 
column of mercury form and in numeric form). A linear 
indicator at the bottom of the screen indicates the blood 
pump ?oW rate. Aspace at the top of the screen is reserved 
for alarm and help messages. These elements of the display 
are detailed more fully in AppendiX A beginning at page 
Reference 1. 

Most of these display elements are in a bordered boX. The 
border serves as a visual alarm indicator and changes color 
and ?ashes if a corresponding alarm limit is violated. 

A number of buttons are displayed on the right hand side 
of the display. The ?rst is a RESET button and is used to 
reset alarm conditions after an alarm condition is corrected. 
HELP guides the user through a variety of help messages. 
SET LIMITS sets the alarm limits for various parameters 
including arterial pressure, venous pressure and TMP. 
MENUS replaces the buttons on the right hand side of the 
display With additional buttons corresponding to additional 
control functions, While maintaining the displayed param 
eters elseWhere on the screen. RINSE initiates the rinse 
mode, provided the interlocks are met. MUTE silences most 
audio alarms for 100 seconds. Additional buttons can appear 
in this part of the screen and are detailed in the Reference 
Section of AppendiX A. Button locations are reprogram 
mable and can have multiple legends associated With them. 
Also, their positions on the touch screen can be varied by 
reprogramming. 

If it is desired to change one of the displayed parameters, 
such as the heparin pump rate, the operator simply touches 
the corresponding indicator. Acalculator-like keyboard then 
pops up in a WindoW superimposed on the display, as shoWn 
in FIG. 9. On this keyboard, the user can enter the neW value 
for the selected parameter. Once the desired parameter is 
entered in this fashion, the operator presses ENTER on the 
calculator display and the calculator display disappears. The 
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revised parameter is substituted in the corresponding indi 
cator (With its border highlighted) and the user is prompted, 
through a button that appears at the loWer right hand side of 
the screen, to verify the entered change. If the VERIFY 
button is not touched shortly after displayed, the VERIFY 
button disappears and the machine continues With its pre 
vious parameter. If timely veri?ed, the change takes effect. 
In the preferred embodiment, the user has betWeen one and 
?ve seconds to verify the parameter. 
Some parameters are not susceptible to representation by 

a single number displayed in a parameter WindoW. EXem 
plary are parameters that are programmed to change over 
time (so-called pro?led parameters). In this class are the 
sodium concentration of the dialysate solution, the bicar 
bonate concentration of the dialysate solution, kT/V, and the 
ultra?ltration rate. 

In the preferred embodiment, all pro?led parameters are 
selectably displayed in the form of bar graphs on the display 
screen. Using sodium as an eXample, the Y-aXis represents 
sodium concentrations in the range of 130—160 mEq/L. The 
X-aXis represents the treatment period, broken doWn into 
?fteen minute intervals. Such a display is shoWn in FIG. 10. 

The use of bar graphs to display pro?led parameters is 
knoWn in the art. The prior art fails, hoWever, to provide a 
convenient manner by Which data characteriZing the pro?le 
curve may be entered into the machine. Typically, such data 
entry has been accomplished through a keypad on Which 
data for each discrete time period is entered. HoWever, this 
approach requires doZens of key presses and provides 
numerous opportunities for error. 

In the preferred embodiment, in contrast, pro?led param 
eters are entered by simply tracing the desired pro?le curve 
on the touch screen. 

In more detail, programming of pro?led parameters is 
performed as folloWs: 

From the main touch screen display of FIG. 8, the user 
presses MENUS. The programming screen of FIG. 11 then 
appears, Which includes along its right hand side buttons 
corresponding to the programming of sodium, bicarbonate, 
kT/V, and ultra?ltration. The parameter desired to be pro 
grammed is then selected by touching the corresponding 
button. 

In response to this touch, the screen of FIG. 10 appears. 
If a pro?le has already been programmed, it is displayed in 
bar graph fashion on this screen. OtherWise, the graph is 
empty. 

Before permitting the user to program the sodium pro?le, 
the machine ?rst solicits the sodium value of the sodium 
concentrate being used. This data is entered on a pop-up 
keypad. If the treatment time Was not earlier programmed, 
the machine also solicits this data by means of a pop-up 
keypad. 

The user then traces the desired pro?le curve on the touch 
screen, and the computer virtually simultaneously displays a 
series of bars corresponding to the traced curve. 

Alternatively, the user can touch the screen at discrete 
points on the desired pro?le curve. To program a linear 
increase in sodium from 140 to 160 mEq/L, for eXample, the 
user Would touch the graph at 140 at the ordinate corre 
sponding to the beginning of the treatment interval, and 160 
at the ordinate corresponding to the end of the treatment 
interval. The computer Would then ?t a linearly increasing 
series of bars betWeen these points. 

Discrete touches can also be used to program stepped 
pro?les. If the ?rst hour of treatment is to be at 150 mEq/L 
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10 
and the second hour is to be at 135 mEq/L, the user Would 
?rst touch the screen at 150 at the ordinate corresponding to 
the beginning of the ?rst hour. At the ordinate corresponding 
to the end of the ?rst hour, the user Would press at tWo 
locations. First at 150 (to cause the computer to ?ll in the 
intervening period With bars corresponding to 150), and 
again at 135. Finally, the user Would touch the screen at 135 
at the ordinate corresponding to the end of the second hour. 
The computer Would then ?ll in the second hour With bars 
corresponding to 135. 

After the desired pro?le curve has been entered, the 
ENTER button is pressed to set the program in the machine. 

In the preferred embodiment, the computer “snaps” the 
height of each bar to one of a series of discrete values. In the 
case of sodium, these discrete values are spaced in 1 mEq/L 
steps. 

Displayed on the screen during this programming opera 
tion is a numeric data WindoW in Which the numeric coun 
terpart to a particular bar may be displayed. When the curve 
is ?rst traced, the computer displays in this WindoW the 
numerical parameter corresponding to each bar as it is 
de?ned. After the pro?le has been programmed, the numeric 
counterpart to any bar can be displayed by ?rst touching a 
LOCK button that locks the curve, and then touching the bar 
in question. 

After the pro?le has been set, the user may Wish to alter 
it in certain respects. One Way, of course, is to simply repeat 
the above-described programming procedure. Another is to 
adjust the height of a particular bar. This can be accom 
plished in one of tWo Ways. The ?rst is simply to touch the 
bar to be altered. The height of the bar tracks movement of 
the user’s ?nger. The second Way of adjustment is to ?rst 
select a bar to be adjusted by repeatedly touching (or 
pressing and holding) a Right ArroW button until the desired 
bar is highlighted. (The Right ArroW button causes high 
lighting to scroll through the bars, left to right, and cycles 
back to the left-most bar after the right-most bar. The 
highlighting indicates the bar that is selected.) The numeric 
parameter corresponding to the selected bar is displayed in 
the numeric data WindoW. This value can then be adjusted by 
Up and DoWn arroW keys that cause the displayed parameter 
to increase and decrease, respectively. In the preferred 
embodiment, the Up and DoWn arroW keys cause the sodium 
parameter to change in steps of 0.1 mEq/L, one-tenth the 
resolution provided in the original data entry procedure. A 
similar ratio holds With other parameters programmed in this 
fashion. Again, the ENTER button is pressed to complete the 
programming operation. 
As With other parameters, pro?led parameters must also 

be Veri?ed before they take effect. 
After the above-detailed data pro?ling operations are 

completed, data corresponding to the programmed pro?le is 
stored in the computer’s memory. Periodically, such as once 
every ?fteen minutes, a timed interrupt in the system’s 
softWare program causes the computer to poll this memory 
for the value of the programmed parameter for the neXt time 
interval (here ?fteen minutes). The physical parameter is 
adjusted accordingly using conventional adjustment mecha 
nisms. 

Once treatment has begun, the system only permits bar 
graph-bars corresponding to upcoming time intervals to be 
programmed. Bars corresponding to past time intervals 
re?ect treatment history and cannot be changed. To readily 
distinguish past from future, the bars corresponding to each 
are displayed in different colors. 

Additional details on sodium programming, as Well as 
details of bicarbonate and ultra?ltration programming, are 
contained in AppendiX D. 
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In all aspects of the interface, the user is guided from one 
touch to the next by a feature of the preferred embodiment 
Wherein the button that the user is most likely to press next 
is highlighted. For example, When the machine is in Rinse 
mode and is nearing completion of these operations, the 
Self-Test button is highlighted, indicating that this is the next 
likely operation. Similarly, When the Self-Test operation is 
nearing completion, the Prime button is highlighted. By this 
arrangement, even novice users are easily guided through 
the machine’s various phases of operations. 

In addition to the above-described user interface, com 
munications With the dialysis machine can also be effected 
by an RS-232C serial data interface 530 and by a data card. 

Data cards (also knoWn as memory cards or RAM cards) 
are knoWn in the art, as represented by US. Pat. Nos. 
4,450,024, 4,575,127, 4,617,216, 4,648,189, 4,683,371, 
4,745,268, 4,795,898, 4,816,654, 4,827,512, 4,829,169, and 
4,896,027, the disclosures of Which are incorporated herein 
by reference. In the preferred embodiment, a data card can 
be used both to load treatment parameters into the machine 
and to doWnload logged patient parameters from the 
machine for therapy analysis. 
Among the treatment parameters that can be provided to 

the machine by a data card are the ultra?ltration pro?le, 
the’sodium pro?le, the bicarbonate pro?le, the blood pump 
?oW rate, the treatment time, the desired ultra?ltraon 
removal volume, the dialysate ?oW rate, the dialysate 
temperature, the blood pressure measurement schedule and 
alarms, and the heparin prescription. 
Among the patient parameters that are logged by the 

machine and that can be doWnloaded to a memory card for 
later therapy analysis are: temporal data relating to dialysate 
temperature and conductivity (both of Which are typically 
measured at several points in the ?uid circuit), venous, 
arterial, dialysate, systolic and diastolic pressures, blood 
?oW rate, total blood processed, ultra?ltration rate, total 
ultra?ltrate removed, the ultra?ltrate goal, and the machine 
states. 

Additionally, the data card can convey to the machine 
certain codes that, When read by the machine, initiate special 
operations. These operations include calibration mode, tech 
nician mode, enabling the blood pressure monitoring 
function, modifying the parameters transmitted over the 
serial port for diagnostics, and others. 

The card used in the preferred embodiment is commer 
cially available from Micro Chip Technologies under the 
trademark ENVOY and provides 32K of data storage in 
EEPROM form. Similar cards are also available from 
Datakey. 
When a card containing treatment parameters is read by 

the machine, the stored parameters do not immediately take 
effect. Instead, each is displayed on the screen and the 
operator is asked, through prompts that appear on the screen, 
to verify each individually. If a parameter is not veri?ed, that 
aspect of machine operation is left unchanged. In the pre 
ferred embodiment, the parameters loaded from a memory 
card are displayed in their respective parameter WindoWs 
and each is highlighted in sequence, With the system solic 
iting veri?cation of the parameter in the highlighted WindoW. 
In alternative embodiments, a plurality of parameters are be 
displayed for veri?cation as a group. 

Returning noW to FIG. 7, the computer system 500 that 
controls the user interface and other aspects of machine 
operations is built around an IBM-AT compatible mother 
board 502 that includes an Intel 80286 microprocessor 504 
and 256K of RAM 506 interconnected by an AT bus 508. 
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12 
Into expansion slots in this motherboard plug seven addi 
tional boards: a memory board 510, an RS-232 board 512 
(Which is dedicated to controlling a patient blood pressure 
monitor), an Input/Output system controller board 514, an 
ultra?ltration/proportioning system controller board 516, a 
blood pump system controller board 518, a touch screen 
interface board 520, and an EGA display adapter board 522. 
The computer system has ?ve primary responsibilities: (1) 

user interface (i.e., through the CRT display and the touch 
screen); (2) state machine control (i.e., rinse, prime, dialyZe, 
etc.); (3) microcontroller communications; (4) conducting of 
self-tests; and (5) calibrations. These functions are carried 
out by the AT-computer in conjunction With the above-listed 
expansion boards. 

Turning noW to a more detailed description of each 
component, the memory board 510 contains the ?rmWare for 
the 80286 microprocessor. The memory board can hold up 
to 384K of read only memory (ROM) 524 and 8K of 
nonvolatile static random access memory (RAM) 526. Also 
included on the memory board is a memory interface 528, an 
RS-232C interface 530, and a time of day clock 532. The 
interface 528 is conventional and simply handles the 
addressing of memories 524 and 526. The RS-232C inter 
face is for general purpose use (as opposed to the RS-232 
interface 512 that is dedicated to use With a blood pressure 
monitor) and is typically used to remotely provide program 
ming instructions to, and to interrogate patient treatment 
data from, the machine. The time of day clock 532 is used, 
inter alia, to time/date stamp patient data as it is acquired and 
to provide time of day reference by Which automated 
machine operations (such as unattended Warm-up) may be 
controlled. 

The host control program is Written in the ‘C’ program 
ming language. This code is compiled, linked and loaded 
into the ROM 524. The purpose of the host control program 
is to: 

Gather data from the Input/Output, Blood Pump and 
Ultra?ltration controller sub-systems, and output con 
trol functions to the various controller sub-systems; 

Input data from the user interface touch screen; 
Monitor the data for violation of alarm limits and usage 

operating conditions, and to set the appropriate pro 
gram alarm condition indicators; 

Evaluate the data to determine the current operating state 
of the control program, i.e., Standby, Rinse, Self-Test, 
Prime, and DialyZe; and 

Update the display data to the CRT portion of the user 
interface. 

The RAM memory 526 is used to store calibration and 
machine parameters. 

In order for the memory board to operate Without con?ict 
With the host AT-motherboard, the motherboard must be 
modi?ed by disabling the data buffers above address 256K. 
The memory controller’s ROM space is mapped into the 
address space from 256K to 640K, With the portion betWeen 
256K and 312K being-mapped also to address range 832K 
to 888K. The code at this upper address range is con?gured 
as a BIOS extension, Which results in the ROM being given 
control by the motherboard’s BIOS softWare folloWing 
poWer-on initialiZation. Unlike the standard BIOS 
extensions, the host code does not return to the BIOS after 
being given control. 

The RS-232 board 512 permits computeriZed remote 
control of a patient blood pressure monitor. Suitable blood 
pressure monitors that are adapted for RS-232 control are 
available from Spacelabs of Hillsboro, Oreg. 








































